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DESCRIPTION 
Tntravascular Catheter System for Treating a Vascular Occlminn 

Backgroiind of the Invention: 

Field of the Invention: 

This invention relates generally to medical devices and especially 
intravascular catheters designed to operate on occlusions within an artery. More 
particularly, this invention relates to intravascular catheters able to operate on an 
obstruction within an artery even if that obstruction forms a total occlusion of 
the artery passageway. 

Medical science has long sought effective treatments for disease 
conditions involving stenosis (nairowing or obstruction) of the lumen (interior 
passage) of an arteiy. This condition, known generally as an occlusion, is found 
in patients suffering from atherosclerosis (accumulation of fibrous, fatty or 
calcified tissue in the arteries). An occliision can manifest itself in hypertension 
(high blood pressure), ischemia (deficiency of circulation), angina (chest pain)» 
myocardial in£arction (heart attack), stroke, or death. An occlusion may be 
pardal or total, may be soft and pliable or hard and calcified, and may be found 
at a great variety 6f sites in the arterial system including the aorta, the coronary 
and carotid arteries, and peripheral arteries. 

Of particular interest to cardiac medicine are the often disabling or fatal 
occlusions occurring in the coronary arteries (arteries siq)plying the heart). 
Traditionally, coronary artery occlusions have been treated by performing 
coronary bypass surgery, in ^^ch a segment of the patienf s saphenous vein is 
taken from the patient's leg and is grafted onto the affected artery at points 
proximal (upstream) and distal (downstream) to the occluded segment The 
bypass often provides dramatic relief. However, it entails dangerous open chest 
surgery and a long, painful, costiy convalescence in the hospital. Moreover, 
with the passage of time, the bypass patienfs saphenous vein graft can also 
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become occluded. If the patient has another saphenous vein, a second bypass 
procedure may be performed, once again entailing open chest surgery and 
prolonged hospitalization. Thereafter, if the underlying atherosclerotic disease 
process is not controlled, the prognosis is dismal. 

Newer, minimally invasive procedures are now preferred in the 
treatment of arterial occlusions. These procedures use a catheter, a long, thin, 
highly flexible device which is introduced into a major artery through a small 
arterial puncture made in the groin, upper arm, or neck and is advanced and 
steered into the site of the stenosis. At the distal end of the catheter, a great 
variety of miniature devices have been developed for operating upon the 
stenosed artery. 

The more popular mmimally invasive procedures include percutaneous 
transluminal coronary angioplasty (PTCA), directional coronary atherectomy 
(DCA), and stentmg. PTCA employs a balloon to mechanically dilate the 
stenosis. In PTCA, a steerable guidewire is introduced and advanced under 
fluoroscopic observation into the stenosed artery and past the stenosis. Next, a 
balloon-tipped catheter is advanced over the guidewire until it is positioned 
across the stenosed segment. The balloon is then inflated, separating or 
fracturing the atheroma (stenosed tissue). The hoped-for outcome is that, over 
time, the lumen will stay open. 

In directional coronary atherectomy, a catheter containing a cutter 
housed in its distal end is advanced over the guidewire into the stenosed 
segment. The housing is urged against the atheroma by the inflation of a 
balloon, so that part of the atheroma intrudes through a window in the side of 
the housing. Under fluoroscopic observation, the cutter is used to shave away 
the atheroma. The shavings are collected in the nosecone of the housing and 
withdrawn along with the catheter. 

Stenting is a procedure m which a wire framework, known as a stent, is 
compressed and delivered a balloon catheter. The stent is positioned across the 
stenosed segment of the artery. The balloon is inflated, dilating the stent and 
forcing the stent against the artery wall. The hoped-for outcome is that the stent 
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will hold the arterial lumen open for a prolonged period. Frequently, a stent is 
placed in an artery immediately following PTCA or DCA. 

It must be noted, however, that the aforementioned catheters are "over- 
the-wire 

catheters." These catheters depend on the guidewire, which typically has a tiny 
bent portion at its distal end for steermg. Over-the-wire caflieters cannot be 
positioned adjacent the stenosis until the guidewire has been advanced across 
the stenosed arterial segment Thus, where the occlusion is too severe to be 
crossed by a guidewire or where th»e is not enough room for the balloon, 
cutter, or stent delivery catheter, neither PTCA nor DCA nor stenting can be 
done. Unfortunately, the occlusion often contains extremely hard, calcified 
tissue and presents an impenetrable barrier to the guidewire. Even a less than 
total occlusion may contain complex structures which divert or trap the steering 
end of the guidewire. Thus, the guidewire might not completely cross the 
occlusion, but become diverted into the subintunal space between the intima 
and the atheroma or become buried in the atheroma. In either case, the 
guidewire cannot be positioned across the stenosis to guide a balloon or cutting 
element In such cases, bypass surgery may be necessary with the associated 
cost, risks, and recovery period. 

Thus, in patients suffering from severe or total arterial occlusion, it is 
preferable to d6 what has been difficult or impossible in the past: to open the 
severely or totally occluded artery itself; rather than by performing a bypass. If 
a guidewire and working catheter can be passed through or around the atheroma, 
the severe or total occlusion can be treated by PTCA, DCA, stenting, site- 
specific drug delivery or a combination of these proven therapies. 

It would be advantageous to find and open a path of low resistance, 
eiflier through or around the atheroma. Of course, this must be done without 
perforating the arterial wall. Clearly, the serious consequences of penetrating 
the arterial wall must be avoided at all costs. The physician wUl not use a 
system vrtdch would be unsafe and no patient would want a physician to use 
such a system. Therefore, any solution to the problem of finding and creating an 
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op^iing through or around the atheroma must be safe and, in many instances, 
must mclude a system of guidance for the device that would find and open such 
an occlusion. 

There has been a long felt need to provide a reliable guidance system for 
such a device. As understood by those in the art, the device must traverse a 
criss-crossing, often maze-like structure before it even reaches the occlusion- 
Then the occlusion itself is often a maze like structure. Attempting to cross such 
an occlusion without reliable guidance is dangerous. For example, it is easy to 
dissect the tissues of the arterial wall instead of the occlusion, thereby creatii^ a 
fidse lumen and possibly perforating the artery. If blood escapes the artery and 
accxnnulates in the pericardial space, it will compress the heart, requiring 
emergency intervention to avert heart feilure and death. 

One guidance system which has been used in conjunction with coronary 
catheterization is biplane fluoroscopy, wherein the interventionist observes two 
flat real-time x-ray images acquired from different angles. Biplane fluoroscopy, 
however, is unreliable, costly, and slow. Delay is unacceptable, for it contributes 
to trauma and stress and creates opportunities for complications and failures of 
technique. 

Recently, promising optical systems have been disclosed for imaging an 
occlusion throi^ a catheter placed in the artery: One such system is Optical 
Coherence Tbihogr^hy (OCT). In OCT, a beam of light earned by an optical 
fiber illuminafes the artery interior. In a radar-like manner, light reflected back 
into the fiber firom features inside the artery is correlated with the emitted light 
to capture the depth as well as the angular separation of those features. The 
features are displayed gr^hically in two or three dimensions through the use of 
a suitably programmed computer. 

The beam in OCT is swept by mechanical rotation or movement of 
optical components in the catheter, or by optical switching devices which select 
one of several fibers through ^^ch to perform measurements. The rotation is 
encoded, or the switching pattern recorded, to reconstruct angular information 
about the artery interior. For example, a beam splitter may be placed between 
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the light source and the catheter fiber to produce a reference beam which is 
directed to a reflector at a known distance. The catheter beam and the 
reference beam are recombined as they return. When the paths traveled by 
the two beams are of equal optical length, interference fiinges are observable in 
the combmed beam. Since the lengths of the reference path and the catheter 
fiber are known, the distance fi^m the fiber end to a particular reflective feature 
within the artery can be mfeired. In OCT and related methods, signals may also 
be impressed upon the light beam to feciUtate the measurement of distance or 
the detection of motion of objects relative to the fiber end. By means of OCT or 
other similar optical methods, imaging capability can be mcorporated mto an 
intravascular catheter or guidewire. 

However, while superior imagery alone is of diagnostic interest, 
effective intervention for severe occlusive arterial disease is what is truly 
desired. What is needed is an intravascular catheter system for the effective 
treatment of the severely occluded artery and, in particular, the totally occluded 
artery, providing a combination of optical guidance and therapeutic intervention. 
What is especially needed is such an intravascular catheter system which allows 
the physician to effectively guide a working element of a catheter through a 
severe or total arterial occlusion with the benefit of an optical image obtained 

from within the artery. 

• 

SITMMARY OF THE TNVENTmN 
It is an object of this invention to provide an intravascular catheter 

system for the effective treatment of the occluded artery. It is a corollary aspect 

of this invention to provide such an mtravascular catheter system for treatii^ the 

severely or totally occluded artery. 

It is an additional object of this invention to provide an intravascular 

cadieter system for guiding a working element in crossing a severe or total 

occlusion of an artery. 
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It is an additional object of this invention to provide an intravascular 
catheter system including optical imaging of an arterial occlusion during 
guidance of the working element into and across a chosen part of the occlusion. 

In accordance with the above objects and those that will be mentioned 
and will become apparent below, an intravascular catheter system for the 
effective treatment of occlusions within an artery is provided which comprises: 

an elongated flexible catheter shaft including a proximal end having a 
proximal end zone, a distal end having a distal end zone, and multiple lumina 
between the proximal and distal ends; 

a steering apparatus disposed within the catheter shaft for steering the 
catheter shaft; 

an imaging member located at the distal end of the catheter shaft for 
acquiring an image of the artery interior proximate the distal end; and 

a therapeutic element located at the distal end zone for treating the 
occlusion, 

whereby the therapeutic element is manipulable at the occlusion while 
the occlusion is imaged. 

In addition, in accordance with the above objects and those that will be 
mentioned and will become apparent below, a method for the treatment of an 
occlusion within the artery is provided which comprises the steps of: 

providkig a multilumen catheter shaft having a distal end including an 
imaging apparatus, a steering apparatus, and a working element, the working 
element, steering apparatus and imaging apparatus being operative through the 
catheter shaft; 

inserting the catheter shaft into the arterial system through a puncture in 
an artery; 

advancing the distal end of the catheter shaft to the proximity of an 
occlusion within an artery; 

manipulating the steering shaft and catheter shaft to direct the imaging 
member to the occlusion within the artery; 
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imaging the occlusion through the imaging member while manipulating 
the steering apparatus, catheter shaft to direct the working element to a desired 
portion of the occlusion; 

operating the working element to create an opening through the 
occlusion within the artery true limxen; and 

inserting a guidewire through the occlusion. 
The physician, having eflfectively opened a path across the occlusion 
using the apparatus and method of the instant invention, is now free to use a 
method of choice to treat the occlusion. For example, the physician may 
perfonn DCA or PICA, install a stent, or use other techniques as appropriate. 

The intravascular catheter system of the present invention provides a 
steering apparatus, imaging member and therapeutic element within a 
multilumen catheter shaft. In one embodiment of the intravascular catheter 
system, a rotatable imaging shaft is disposed within the catheter shaft. The 
imaging shaft contains an optical fiber vAAch is connected to external optical 
instruments. At the distal end of the imaging shaft, the optical fiber conducts 
light from the instruments to illuminate the environment inside the artery and 
receives optical radiation retumed from the environment The imaging shaft is 
tumed by an external motor-encoder which also measures the rotation of the 
shaft. As the imaging shaft rotates, the optical beam sweeps circumferentially 
about the longitudinal axis of the imaging shaft at a fixed angle from the 
loi^tudinal axis of the imaging shaft, illuminating different portions of the 
environment within the artery. The instruments correlate the emitted and 
received optical data with the rotational data to display an image of the interior 
of &e artery. 

In another exemplary, a steering apparatus is disposed within the 
catheter shaft and includes at least one wire attached at the distal end of the 
catheter shaft or of a steering shaft disposed in a lumen of the catheter shaft. 
When the wire is pulled, the distal end of the catheter shaft or steering shaft or 
both, as the case may be, is urged in the desired direction. 

.7. 



SUBSTITUTE SHEET (RULE 28) 



99/40853 



PCT/US98/02672 



In another exemplary, an occlusion crossing wire is also disposed within 
the catheter shaft. The distal end of the crossing wire is advanced into the 
occlusion by pressure applied to the proximal end of the crossing wire, or by 
advancing the catheter shaft, or both. 

In the operation of this embodiment of the intravascular catheter system, 
the physician introduces the catheter shaft over a previously introduced 
guidewire and positions the distal end of the catheter shaft proximate the 
occlusion The physician observes the image generated by the instruments and 
selects a path for crossmg the occlusion. The physician then steers the distal 
end of the intravascular catheter system by manipulating the steering apparatus, 
and operates the working element to cross the occlusion. It is an advants^e of 
this embodiment of the intravascular catheter system that an image is acquired 
through as few as one optical fiber. 

In another exemplary embodiment of the intravascular catheter system, 
an alternative imaging member is provided. In this embodiment, a plurality of 
optical fibers are disposed in an imaging shaft within the catheter shaft or 
disposed in the catheter shaft itself At the distal end of the imaging shaft (or 
catheter shaft, as the case may be), the optical fibers conduct optical radiation 
fiom the instruments to illuminate the environment inside the artery and receive 
optical radiation returned fi-om the environment. In conjunction with the 
external instruments, an optical switching device selectively connects the fibers 
to the external instruments and the optical data sampled fix>m the different fibers 
are combined to generate and display an image of the artery interior. It is an 
advant^e of this embodiment that there is no need for an external 
motor-encoder to drive the imaging shaft with respect to the catheter shaft. 

In other exemplary embodiments in accordance with the invention, a 
balloon is disposed on the outer surfiice of the distal end zone of the catheter 
shaft. It is an advantage of these embodiments that, by mflating the balloon, the 
intravascular catheter system can be stabilized relative to the artery and 
occlusion while the steering apparatus and working element are manipulated 
and the imi^ing member provides images to the physician. 
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In the exemplary embodiments of the intravascular catheter system, at 
least one lumen communicating with the distal end zone of the catheter shaft is 
usable to irrigate the arterial lumen. It is an advantage of these embodiments 
that the fluid occupying the lumen may be flushed to minimize scattering of 
optical radiation by blood cells. 

In the above or alternative embodiments of the intravascular catheter 
system, the working element includes a number of opening members projecting 
from the distal end of the catheter shaft. The opening members are brought into 
contact with the occlusion and are operated mechanically by sliding one or more 
shafts disposed within the catheter shaft, whereupon the tissues of the occlusion 
are urged apart. It is an advantage of these embodiments that the tissues of the 
occlusion may be blunt-dissected, separated, or fractured without relymg on a 
cutter or ablation device. 

The intravascular catheter system may take various forms comprising 
some of the above embodiments. For example, the steering apparatus may 
comprise one or more removable steering shafts disposed wifliin one or more 
lumina of the catheter shaft or, altematively, may comprise one or more pullmg 
wires disposed in lumina of the catheter shaft. It is an advantage of a steering 
shaft or shafts that the steering apparatus can conveniently be introduced into 
the catheter shaft or interchanged with other apparatus at any time it becomes 
desirable to do'so. 

In another exemplary embodiment, the imaging member comprises an 
imagmg shaft disposed in a lumen of the catheter shaft or it may altematively 
comprise one or more optical fibers disposed in lumina of the catheter shaft. As 
an additional exemplary embodiment, the ims^ing member and steering 
apparatus may be disposed together in a shaft which is introduced into a lumen 
of flie catheter shaft and which itself has a lumen for accommodating an 
occlusion crossing wire or guidewire. It is an advantage of this exemplary 
embodiment that the uns^ing member is steered along with the occlusion 
crossing wire or guidewre close to the point of impingement upon the 
occlusion. 
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In another exemplary embodiment, the imaging member conducts 
optical radiation at wavelengths outside the visible spectrum and comprises 
optical radiation directing paths other than optical fibers. The optical 
instruments employed in connection with the imaging member may embody a 
great variety of technologies for extracting information about the environment 
of the distal end of the intravascular catheter sy stem, including but not lunited to 
the distance, size, shape, orientation, color, fluorescence, motion, composition, 
metabolism, and the like of objects or tissues. 

In anothCT exemplary embodiment, the workup element comprises a 
wide variety of mechanical, thermal, optical, ultrasonic or chemical woiking 
elements for crossing the occlusion or delivering a medicament 

Brief DescHntion of the Drawing 
For a further xmderstanding of the objects and advantages of the present 
invention, reference should be had to the following detailed description, taken in 
conjunction with the accompanying drawings, in which like parts are given like 
reference numerals and wherein: 

Fig. 1 is a perspective of a first embodiment of the intravascular catheter 
system including a rotating imaging shaft, the distal end of the system being 
positioned proximate an occlusion within an artery. 

Fig. 2 is a firont sectional view of the first exemplary embodiment of the 
intravascular catheter system. 

Fig. 3 is a side sectional view of the first exemplary embodiment of the 
intravascular catheter system. 

Fig. 4 is a side sectional view of the proximal end zone of the first 
exemplary embodiment of the intravascular catheter system showing the 
catheter shaft with shaft motor-encoder assembly and rotating connector. 

Fig. 5 is a side sectional view of a preferred embodiment of the 
intravascular catheter system showing the catheter shaft including a balloon and 
an irrigation Imen. 
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Fig. 6 is a perspective of a second exemplary embodiment of the 
intmvascular catheter system including a plurality of optical fibers disposed hi 
an im£«mg shaft, the distal end of the system positioned proximate an occlusion 
wifliin an artery. 

Fig. 7 is a fix)nt sectional view of the second exemplary embodiment of 
the intravascular catheter system. 

Fig. 8 is a side sectional view of the second exemplary embodiment of 
the intravascular catheter system in a plane containing points 8-8 shown in Fig. 
7. 

Fig. 9 is a side sectional view of the second exemplary embodiment of 
the intravascular catheter system in a plane containing points 9-9 shown in Fig. 
7. 

Fig. 10 is a front sectional view of an alternate configuration of the 
second exemplary embodiment of the intravascular catheter system. 

Fig. 1 1 is a side sectional view of the alternate configuration of the 
second exemplary embodiment in a plane containing points 11 - 11 in Fig. 10. 

Fig. 12 is a fi"ont sectional view of a third exemplary embodiment of the 
intravascular catheter system. 

Fig. 13 is a side sectional view of the third exemplary embodhnent in a 
plane containing points 13 - 13 in Fig. 12. 

Fig. 14 is a front sectional view of an alternative configuration of the 
third exemplaiy embodiment of the intravascular catheter system. 

Fig. 15 is a side sectional view of the alternative configuration of the 
third exemplary embodiment in a plane containing pomts 15 - 15 m Fig. 14. 

Fig. 16 is a side sectional view of the alternative configuration of tfie 
third exemplary embodiment m a plane containing points 16 - 16 in Fig. 14. 

Fig. 17 is a firont sectional view of a fourth exemplary embodiment of 
the invention showing a catheter shaft including four separate lumina. 

Fig. 18 is a perspective of the working element for a fifth exemplary 
embodhnent of the intravascular catheter system mcluding a plurality of opening 
members. 
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Fig. 19 is a front sectional view of the treatment shaft portion of the 
working element for the fifth exemplary embodiment of the intravascular 
system. 

ni>teiled DMcrifition of the Invcntittn 
The invention will now be described with respect to the drawings, 
wherein Fig. 1 illustrates an exemplary embodiment of the intravascular catheter 
system shown generally by the numeral 40 positioned near an occlusion 34 in 
the lumen 32 of an artery 30. The mtravascular catheter system 40 includes a 
combination, within a catheter shaft 50, of a working element 100 for crossing 
the occlusion, a steering apparatus 150 for guiding the workmg element to a 
selected part of the occlusion and an imaging member 200 for imaging the 
arterial wall and occlusion while guiding and operating the working element 

With particular reference to Fig. 1 , there is shown the mtravascular 
catheter system which includes an elongated flexible intravascular catheter shaft 
50. The proximal end 52 and end zone 54 of the catheter shaft 50 typically 
remain outside the patient's body and are adapted for convenient connection to 
external equipment External equipment may mclude, generally, handles, 
torquers, plungers, fluid systems, optical and electrical instruments, and rotating 
shafts. Running substantially the length of the catheter shaft are a plurality of 
passages called lumina 56 (plural of "lumen") for the disposition, introduction 
or control of the working element, the steering apparatus, and the imaging 
member. At the proximal end of the catheter shaft or close to the proximal end 
(i.e., in flie proxhnal end zone), the lumina originate in orifices permitting the 
working element, steering apparatus and unaging member to be connected to 
external equipment At the distal end 62 of the catheter shaft or close to the 
distal end (i.e., in the distal end zone 64), the lumina termmate in orifices 66 
allowmg the working element and imaging member access to the surromding 
environment within the artery and also allowing the introduction of fluids if 
desired. Multilumen or single lumen catheters are disclosed in U.S. Patmts 
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NoSi <N,NNN,NNN (PICA) N,NNN,NNN (DCA),> the entire specifications of 
which are incorporated herein by reference. 

Referring again to Fig. 1, there is shown a steering apparatus 150 
disposed within the catheter shaft for guiding the working element and imaging 
member within the artery. Referring now to Fig. 2, the steering apparatus 
comprises at least one pulling wire 156 disposed in at least one lumen 56 of the 
catheter shaft. Referring to Fig. 3, the pulling wire has a proximal end 158 
manipulable from the proximal end of the catheter shaft and a distal end 160 
fixed in the distal end zone 64 of the catheter shaft at some radius from the 
longitudinal axis thereof, so that, when pulled, the wire urges or bends the distal 
end of the catheter shaft radially (i.e., deviating from the longitudinal axis of Ae 
steering shaft). In operation, the pulling wire or wires are manipulated, singly 
or in combination, to steer the distal end or end zone of the catheter shaft within 
the artery and thus to steer the working element and imaging member. 

Referring back to Fig. 1, the intravascular catheter system comprises an 
imaging member 200 disposed in the catheter shaft 50. The imaging member 
comprises an elongated, flexible imaging shaft 202 rotatably disposed in a 
lumen of the catheter shaft. Referring now to Figs. 3 and 4, a hollow shaft 
motor-encoder 204 is connected to the proximal end zone 206 (i.e., near the 
proximal end) of the unaging shaft. At least one optical fiber 208 is disposed 
within a lumen 210 of the imaging shaft. The optical fiber has a proximal end 
212 optically cormectable to external instruments 214 through a rotating 
connector 215 and a distal end 216 optically communicating with the 
environment of the distal end 64 of the catheter shaft. The distal end of the 
optical fiber is polished to such an angle, and is so disposed at the distal end 
zone of the mtravascular catheter system, that an optical beam 21 8 emitted from 
the distal end of the optical fiber is dbrected at an angle 0 with respect to the 
longitudinal axis of the intravascular catheter system. 

In operation, the external instruments emit optical radiation into the 
proximal end of the optical fiber. The optical radiation emerges from the distal 
end of the optical fiber and illuminates a portion of the environment of the distal 
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end zone of the catheter system. Optical radiation returned from the 
environment, incident upon the distal end of the optical fiber, is directed back to 
the external instruments where it is detected. The motor-encoder imparts 
rotation to the imaging shaft and measures that rotation, such that the optical 
beam sweeps out a circumferential angle about the longitudinal axis of the 
inu©ng shaft. The external instruments correlate the optical and rotational data 
to generate and display an image of the arterial wall or occlusion. The ims^e 
may be in one, two, or three dimensions and is typically generated by an 
apiwopriately programmed general purpose computer which is inter&ced wifli 
the optical instruments and the motor-encoder. The image may be generated 
through any of a variety of techniques known m the art U.S. Patents Nos. 
5,321,501 and 5,459,570 are incorporated herein by reference for their teachings 
about the emission, modulation, direction, detection, and processing of optical 
radiation to characterize, measure, or image bodily tissues. 

Referring again to Fig. 1, the working element 100 of the intravascular 
catheter system comprises a crossing wire 102 for crossing the occlusion. 
Referrmg now to Figs. 2 and 3, the crossing wire has a distal end 104 disposed 
in the distal end zone 64 of the catheter shaft 50. The distal end of the crossing 
wire is capable of projecting from the distal end of the intravascular catheter 
system to contact the occlusion. The proximal end 106 of the crossing wire is 
manipulable from the proximal end of the catheter system. In operation, 
pressure is applied to the proximal end of the crossing wire, urging the crossing 
wire into the occlusion to establish a pathway. 

In the treatment of an occlusion using the embodiment of Fig. 1 , a 
puncture is made in a major artery such as, for example, the femoral artery, in a 
manner typical for intravascular catheterization. Using standard fluoroscopic 
technique, a guidewire is introduced through the puncture and is advanced and 
steered to the region of the artery proximal to the stenosis. Before the catheter 
shaft is inserted into the artery, the proximal end of the guidewire is introduced 
into the distal orifice of a lumen of the catheter shaft. The catheter shaft 
containing the imaging member, steering apparatus and working element is 
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advanced over the guidewire until the distal end of the catheter shaft reaches the 
segment of the artery proximal to the occlusion. The external instruments and 
motor-encoder are activated. While observing the image of the artery 
interior, the physician selects a path for crossing the occlusion, steers the 

5 working element by manipulating the pulling wire of the steering apparatus, and 

urges the occlusion crossing wire into the occlusion. By observing the progress 
of the working element or its effect upon the occlusion and the artery wall, the 
physician is able to alter or reselect the path for crossing the occlusion and, 
thereby, to effectively guide the crossing wire across the occlusion. 

1 0 Referring again to Fig. 1 , a prefened embodiment of the intravascular 

catheter system is shown which comprises at least one balloon 70 disposed at 
the distal end zone 64 of the catheter shaft 50. Referring now to Fig. 5, the 
balloon communicates with the distal orifice of at least one balloon inflation 
lumen 72 of the catheter shaft. The proximal orifice of the balloon inflation 

15 lumen communicates with a fluid delivery system at the proximal end of the 

catheter system. In operation, fluid is introduced through the balloon mflation 
lumen to inflate the balloon, stabilizing the rad zone of the catheter shaft within 
the artery. 

Again referring to Fig. 5, the catheter shaft preferably comprises at least 
20 one irrigation lumen 74. The irrigation lumen has a distal orifice located on the 

outer surfece of the distal end zone 64 of the catheter shaft and communicates 
with the interior of the artery. In embodiments comprising a balloon for 
stabilizing the distal end zone of the catheter shaft, the distal orifice of the 
irrigation lumen communicates with the space distal to the balloon. The 
25 irrigation lumen has a proximal orifice, located in the proximal end zone of the 

catheter shaft, communicating with a fluid delivery system. In operation, fluid 
is uitroduced and/or removed via the irrigation lumen to clarify an image by 
removing blood or debris, to establish a fluid current, to apply a medicament, or 
to withdraw a sample of fluid or tissue as may be desired by the physiciaiL 
30 Referring now to Fig. 6, a second racemplary embodiment of the 

invention is shown in which the imaging member comprises an elongated, 
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flexible imaging shaft 230 disposed in a lumen 56 of the catheter shaft. 
Referring now to Figs. 6, 7, 8, and 9, a plurality of optical fibers 232 are 
disposed annularly in the unaging shaft. The proximal ends 234 of the optical 
fibers are optically connectable to the external instruments. The distal ends 236 
of the optical fibers optically communicate with the environment of the distal 
end zone 64 of the catheter shaft ftrough optical windows 238 in the distal end 
zone 240 of the imaging shaft. Referring now to Fig. 9, the distal ends of the 
optical fibers are polished at an angle such that the optical beams 242 emitted 
therefrom are directed through the optical windows at an angle with respect to 
the longitudinal axis of the catheter shaft An optical multiplexer optically 
connects the proximal ends of the optical fibers to the external instruments. 

In operation, the multiplexer selectively optically connects the external 
instruments to one or more of the optical fibers. The environment of the distal 
end zone of the imaging shaft is illuminated and optical radiation returning &om 
the environment and incident upon the distal ends of the optical fibers is 
directed to the external instruments. The external instruments associate data 
derived &om the optical radiation with the relative positions of the optical fibers 
to generate and display an image of the arterial wall or occlusion. The image 
may be in one, two, or three dimensions and is typically generated by an 
appropriately programmed general purpose computer which is interfaced with 
the optical instruments and the multiplexer. The image may be generated 
throi^ any of a variety of techniques known in the art. U.S. Patents 
Nos. 5,321,501 and 5,459,570 are incorporated herein by reference for their 
teachings about the emission, modulation, direction, detection, and processing 
of optical radiation to characterize, measure, or image bodily tissues. 

With reference to Fig. 7 and also to Fig. 8, the above second exemplary 
embodiment mcludes a steering apparatus for guiding the imaging shaft and 
working element 100 within the artery. The steering apparatus comprises at 
least one pulling wire 156 disposed in the unaging shaft 230. The pulling wire 
has a proximal end 158 manipulable bom the proximal end of the imaging shaft 
and a distal end 160 fixed to a portion of the distal end zone 162 of fte imaging 
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shaft. The distal end of the pullmg wire is fixed in the distal end zone of the 
imaging shaft at some radius from the longitudinal axis so that, when pulled, the 
wire urges or bends the distal end of the imaging shaft radially (i.e., deviating 
from the longitudinal axis of the imaging shaft). In operation, singly or in 
5 combination, the wire or wires are manipulated to steer the distal end of the 

imaging shaft. When positioned within the distal end zone of Ae catheter shaft, 
the iipflging shaft steers the catheter shaft within the artery. To the extent to 
which the inu^g shaft projects distally from the distal end of the catheter 
shaft, the unagmg shaft itself is steerable within the artery with respect to the 
10 distal end of the catheter shaft. 

Again with reference to Fig. 6, the above second exemplary embodiment 
includes as its working element an occlusion crossing wire 102 disposed m a 
lumen of the imaging shaft 230. Referrmg now to Figs. 7 and 9, the crossing 
wire has a distal end 104 disposed in the distal end zone 240 of the imaging 
15 shaft 230. The distal end of the crossing wire is capable of projecting from the 

distal end of the intravascular catheter system to contact the occlusion. The 
proximal end 106 of the crossing wire is manipulable from the proximal end of 
the intravascular catheter system. In operation, pressure is applied to the 
proximal end of the crossing wire, urging the crossing wire into the occlusion to 
20 establish a pathway. 

In the treatment of an occlusion, the second exemplary embodiment of 
the intravascular catheter system is introduced and placed proximate the 
occlusion in the manner recited above for the first exemplary embodiment. The 
external instruments and optical multiplexer are activated. The occlusion is 
25 crossed under optical guidance in the manner recited above for the first 

exemplary embodiment. 

Wifli reference to the second exemplary embodiment of the intravascular 
system, an alternate configuration is shown in Figs. 10 and 1 1 . A plurality of 
optical fibers 232 are disposed annularly withm the imaging shaft 230. The 
30 steering apparatus comprises at least one pulling wire 1 57 disposed in a lumen 

of the catheter shaft 50. The pulling wire has a proximal end 158 manipulable 
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from the proximal end of the catheter shaft and a distal end 160 fixed in the 
distal end zone 64 of the catheter shaft at some radius from the longitudinal axis 
thereof so that, when pulled, the wire urges or bends the distal end of the 
catheter shaft radially (i.e., deviating from the longitudinal axis of the steering 
shaft). In operation, the pulling wire or wires are manipulated, singly or in 
combination, to steer the distal end or end zone of the catheter shaft within the 
artery and thus to steer the working element and imaging member. 

Referring now to Figs. 12 and 13, a third exemplary embodiment of the 
intravascular catheter system is shown in which the imaging member comprises 
a plurality of optical fibers 231 disposed annularly in lumina of the catheter 
shaft 50. The proximal ends 233 of the optical fibers are optically coimectable 
to the external instruments. The distal ends 235 of Ae optical fibers optically 
communicate with the environment of the distal end zone 64 of the catheter 
shaft. The distal ends of the optical fibers are preferably polished at an angle 
such that the optical beams 241 emitted therefrom are directed through the 
optical windows at an angle with respect to the longitudinal axis of tiie catheter 
shaft. An optical multiplexer optically coimects the proximal ends of the optical 
fibers to the external instruments. 

Continuing with reference to Figs. 12 and 1 3 and the third exemplary 
embodiment, in operation, the multiplexer selectively optically connects the 
external instruments to one or more of the optical fibers. The environment of 
the distal end zone of the imaging shaft is illuminated and optical radiation 
returning from the environment and incident upon the distal ends of the optical 
fibers is directed to the external mstruments. The external instruments associate 
data derived from the optical radiation with the relative positions of the optical 
fibers to generate and display an image of the arterial wall or occlusion. The 
inu^e may be in one, two, or three dimensions and is typically generated by an 
appropriately progranmied general purpose computer which is interfiaced wife 
the optical instruments and the multiplexer. The image may be generated 
through any of a variety of techniques known in the art U.S. Patents 
Nos, 5,321,501 and 5,459,570 are incorporated herein by reference for their 
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teachings about the emission, modulation, direction, detection, and processing 
of optical radiation to characterize, measure, or image bodily tissues. 

Continuing with reference to Figs. 12 and 13, the third exemplary 
embodiment includes a steering apparatus for guiding the working element 100 
within the artery. The steering apparatus comprises an eloi^ated, flexible, 
hollow steering shafl 250 disposed in a lumen of the catheter shaft 50. At least 
one pulling wire 252 is disposed in the steering shaft. The pulling wire has a 
proximal end 258 manipulable from the proximal end of the steering shaft and a 
distal end 260 fixed to a portion of the distal end zone 262 of the steering shaft. 
The distal end of the pulling wire is fixed in the distal end zone of the steering 
shaft at some radius from the longitudinal axis so that, when pulled, the wu:e 
urges or bends the distal end of the steering shaft radially (i.e., deviating from 
the longitudinal axis of the steering shaft). In operation, singly or in 
combination, the wire or wires are manipulated to steer the distal end of the 
steering shaft. When positioned within the distal end zone of the catheter shaft, 
the steering shaft steers the catheter shaft within the artery. To the extent to 
which the steering shaft projects distally from the distal end of the catheter 
shaft, the steering shaft itself steers within the artery with respect to the distal 
end of the catheter shaft. 

With reference to Fig. 13, the third exemplary embodiment includes as 
its working element an occlusion crossing wire 102 disposed in a lumen of the 
steering shaft 250. The crossing wire has a distal end 104 disposed in the distal 
end zone 262 of the steering shaft. The distal end of the crossing wire is 
capable of projection fi:om the distal end of the intravascular catheter system to 
contact and cross the occlusion. The proximal end 106 of the crossing wire is 
manipulable from the proximal end of the intravascular catheter system. In 
operation, pressure is applied to the proximal end of tiie crossing wire, urging 
the crossing vdre into the occlusion to establish a pathway. 

With reference to the third exemplary embodiment, an alternative 
configuration is shown m Figs. 14, 15, and 16 wherein tiie steering apparatus 
comprises at least one pulling wire 157 disposed in a lumen of the catheter shaft 
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50. The pulling wire has a proximal end 158 manipulable from the proximal 
end of the catheter shaft and a distal end 160 fixed in the distal end zone 64 of 
the catheter shaft at some radius from the longitudinal axis thereof, so that, 
when pulled, the wire urges or bends the distal end of the catheter shaft radially 
(i.e., deviating from the longitudinal axis of the steering shaft). In operation, the 
pulling wire or wires are manipulated, singly or in combination, to steer the 
distal end or end zone of the catheter shaft within the artery and thus to steer the 
working element and imaging member. A plurality of optical fibers 23 1 are 
disposed aimularly in lumina of the catheter shaft 50. The alternative 
configuration of Figs. 14, 15, and 16 comprises an occlusion crossmg wire 102 
disposed in a lumen of the catheter shaft 50. 

Referring now to Fig. 1 7, a fourth exemplary embodiment of flie 
intravascular catheter system is shown wherein the catheter shaft 50 includes a 
fu"st lumen 302 with imaging shaft 304 disposed therein, a second lumen 306 
with steering shaft 308 disposed therein, and a third lumen 3 1 0 with working 
element 312 disposed therein. An inflatable balloon is preferably disposed on 
the external surface of the catheter shaft about the distal end zone thereof The 
catheter shaft preferably comprises a balloon inflation lumen (not shown) 
communicating with the balloon and an imgation lumen 314 terminating in an 
orifice on the external surface of the distal end zone of the catheter shaft distal 
to the balloon.^* 

Referring generally to Figs. 1-1 7, it will be appreciated that the steerii^ 
apparatus may comprise a plurality of pulling wires and that the pulling wires 
may be disposed m the catheter shaft itself m an imaging shaft, or, in a separate 
steering shaft disposed in a lumen of the catheter shaft. It is envisioned that the 
cooperation of the elements of the intravascular catheter system to achieve the 
objects of flie invention may include many combinations of pulling on one or 
more pulling wfres, rotating, advancing, or withdrawing the steering shaft, and 
rotating, advancing, or withdrawing the cadieter shaft, imaging member, or 
working element. Where a steering shaft is 
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disposed in a lumen of the catheter shaft, it is contemplated that the steering 
shaft might be fixed within the lumen of the catheter shaft, or rotatably disposed 
therem, or slidably disposed therem; and that the steering shaft might be 
incorporated into the catheter shaft at assembly, or might mstead be introduced 
later or even after the catheter shaft is placed in the patient FmaUy, it will be 
seen that the steering apparatus may be disposed along with the optical fibers of 
the imaging member either in the imaging shaft or in the catheter shaft 

With reference to the various embodiments of the intravascular catheter 
system, it will be appreciated that guidance of the working element may be 
facilitated by the display of various types of optically derived information about 
the environment of the distal end zone of the intravascular catheter system. For 
example, not only the shape and position of tissues, but also their texttire, color, 
reflectivity, or other optically ascertainable physical or biological characteristics 
may aid the physician in selecting a path across the occlusion. It will also be 
appreciated that there are many ways of analyzing the raw optical data collected 
by tiie imaging member, some of them subtle and mathematically sophisticated. 
For example, modulation and filtering techniques characterized as spatial, 
temporal, phase, frequency, coherence, wavelengthdependent or as relating to 
polarization, transmission mode, fluorescence, scattering, coefficient of total 
attenuation, or the like are disclosed in the relevant art. U.S. Patents Nos. 
5,383,467 and"5,439,000 are incorporated herein by reference for their teachings 
relative to diagnostic techniques based on optical energy. In achieving its 
objects, the present invention is not intended to be construed as limited to any 
particular technique for image processing or display. 

Also with reference to the various embodimmts of the intravascular 
catheter system, it will be appreciated that the imaging member may comprise 
not only optical fibers, but any suitable optical radiation directing path. It is 
further contemplated that where the imaging member comprises an imaging 
shaft, the imaging shaft may be disposed m a lumen of the catheter shaft fixedly, 
slidably, or rotatably; permanentiy or temporarily; before or after placement of 
the catheter shaft in the patient as may be convenient Furthermore, it is 
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contemplated that the imaging shaft may be disposed in a center lumen of the 
catheter shaft, or in a lumen not centrally located. 

Referring now to Figs. 18 and 19, a fifth exemplary embodiment of the 
mtravascular catheter system is shown wherein the working element comprises 
a plurality of mechanically operable opening members 1 16 for urging apart or 
fracturing the tissues of an occlusion. Eloi^ated flexible outer treatment shaft 
1 10 is disposed in a lumen 56 of the catheter shaft 50 and has a proximal end 
1 1 8, a distal end 122, and a lumen therebetween. Elongated flexible inner 
treatment shaft 1 12 is slidably disposed within a lumen of the outer treatment 
shaft, and has a proximal end 120, a distal end 124, and a lumen therebetween 
which accommodates a guidewire 1 14. The proxunal end 1 18 of the outer 
treatment shaft and the proximal end 120 of the inner treatment shaft are 
mechanically manipulable from the proximal end of the catheter shaft. A grip 
126 is fixed to the proximal end of the outer treatment shaft. A plunger 128 is 
fixed to the proximal end of the inner treatment shaft. 

Continuing with reference to Fig. 17, a plurality of opening members 
1 16 are movably disposed at the distal ends of the inner and outer treatment 
shafts such that the opening members are movable in response to relative 
motion of the inner and outer treatment shafts. The opening members are 
capable of closing in a flush position about the guidewire such that the inner and 
outer treatment shafts and opening members can be introduced over the 
guidewire while the guidewire is within a lumen of the catheter shaft. In 
operation, the guidewire is advanced into contact with the occlusion. The 
opening members, in a closed position, arc advanced over the guidewire into 
contact wifli the occlusion. Through manipulation of the grip and plunger, 
mechanical force is applied to the proximal ends of the inner and outer 
treatment shafts, urging the opening members apart. The opening members urge 
apart the tissues of the occlusion. 

Wiih reference to the various embodiments of the intravascular catheter 
system as described above and as illustrated m Figs. 1-1 9, it wUl be appreciated 
fliat the term "working element" is intended to have broad construction and may 
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comprise, by way of example and not of limitation, any of the following: an 
occlusion crossing wire or trocar tip, a rotary cutting or abrasive nose cone, a 
balloon, a laser energy delivering device, an ultrasound energy delivering 
device, a heat delivermg device, a blunt dissection device. The structural 
interrelations between the working element and the catheter shaft may vary 
depending on the nature of the working element, so long as effective guidance 
of Ae working element to establish a path across the occlusion is achievable. 
Moreover, where the workmg element comprises a discrete shaft, that shaft may 
be disposed in a center lumen of the catheter shaft or in a lumen not centrally 
located, and may be introduced therein ei&er before or after placement of the 
catheter shaft in the 
patient 

While the foregoing detailed description has described several 
embodiments of the method in accordance with this mvention, it is to be 
understood that the above description is illustrative only and not limiting of the 
disclosed invention. It will be appreciated that the embodiments discussed 
above and the virtually infinite embodiments that are not mentioned could easily 
be within the scope and spirit of this invention. Thus, the invention is to be 
limited only by the claims as set forth below. 
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CLAIMS 

What is claimed is: 

1 . An intravascular catheter system for treating a vascular 
occlusion, comprising: 

an elongated flexible catheter shaft having a proximal end, a 
distal end, a plurality of lumina therebetween, a proximal end zone, and a distal 
end zone; 

a steering apparatus for steering the distal end zone of the 

catheter shaft; 

an imping member within the catheter shaft for acquiring an 
image of a vessel 

interior proximate the distal end of the catheter shaft; and 

a working element disposed in the distal end zone of the catheter 
shaft for treatix^ 
the occlusion; 

whereby the working element is effectively manipulable and 
directable at a vascular occlusion while the occlusion is optically imaged. 

- 

2. The intravascular catheter system of Claim 1 , wherein the 
catheter shaft comprises an outer surfiace, at least one lumen terminating in an 
orifice on the outer surfece of the catheter shaft in the distal end zone thereof, 
and at least one balloon, disposed on the outer surface of the catheter shaft in the 
distal end zone thereof and communicating with the orifice, for stabiliang the 
distal end zone of the catheter shaft within a vessel 

3. The intravascular catheter system of Claim 1, viierein the 
steering apparatus comprises at least one elongated flexible steering shaft, 
disposed in a lumen of the catheter shaft, having a proxunal end, having a distal 
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end having a distal end zone capable of advancement to the distal end zone of 
the catheter shaft, and having at least one pulling wire, the wire having a distal 
end fixed in the distal end zone of the steering shaft and a proximal end 
manipulable firom the proximal end of the steering shaft. 

4. The intravascular catheter system of Claim 1 , wherein the 
imaging member comprises at least one optical radiation directing path having a 
proximal end optically connectable to external instruments and a distal end 
optically communicating with an external environment of the distal end of the 
catheter shaft for optical illumination and imaging in the external environment 
of the distal end of the catheter shaft. 

5 . The intravascular catheter system of Claim 1 , wherein the 
working element comprises a plurality of opening members, each of which 
being projectable distally from the distal end of the catheter shaft and openable 
to urge apart tissues of an occlusion after being advanced into contact therewith. 

6. The intravascular catheter system of Claim 1 , wherein the 
steering apparatus comprises at least one pulling wire having a distal end 
disposed in the distal end zone of the catheter shaft and a proximal end 
manipulable fiom the proximal end of the catheter shaft, for steering the distal 
end of the catheter shaft. 

7. The intravascular catheter system of Claim 4, wherein the 
imaging member comprises: 

an elongated flexible imaging shaft, rotatably disposed within a 
lumen of the catheter shaft and being capable of advancement at least to the 
distal end zone thereof, having a proximal end, a distal end, a proximal end 
zone, a distal end zone, and at least one distal optical 
window in the distal end zone; 
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a hollow shaft motor and rotational encoder attached to the 
imaging shaft in the proximal end zone thereof for imparting rotation to and 
measuring rotation of the imaging shaft; and 

5 at least one optica! fiber disposed within the unaging shaft, 

having a proximal end optically connectable to external instruments and a distal 
end terminating proximate the distal optical window of the imaging shaft, the 
distal end of the fiber being so disposed within the imaging shaft, and polished 
at such an angle with respect to the longitudinal axis of the fiber, as to direct an 

10 optical beam emitted therefrom through the distal optical window at an angle 

with respect to the longitudinal axis of the imaging shaft and at an azimulhal 
ai^e dependent upon the rotational position of the imaging shaft. 

8. The intravascular catheter system of Claim 4, wherein the 
1 S imaging member 

comprises: 

an elongated flexible imaging shaft, having a proximal end, a 
distal end, a proximal end zone, a distal end zone having an outer surface, and at 
20 least one distal optical window in an outer sur&ce of the distal end zone, the 

imaging shaft being disposed within a Iximen of the catheter shaft and being 
capable of advancing at least to the distal end zone of the catheter shaft; 

a plurality of optical fibers disposed within the imaging shaft, 

25 each fiber having a 

proximal end optically connectable to external instruments and a distal end 
disposed in the distal end zone of the imaging shaft, the distal end of each 
optical fiber being so disposed within the imaging shaft, and polished at such an 
angle with respect to the fiber, as to direct an optical beam emitted therefiom 

30 through the distal optical window at an angle with respect to the longitudixud 

axis of the imaging shaft; and 
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an optical multiplexer optically connected to the proximal ends 
of the optical fibers for selectively optically connecting the proximal ends of the 
optical fibers to the external instruments. 

9. The intravascular catheter system of Claun 4, wherein the 
imaging member comprises: 

a plurality of optical fibers disposed within the catheter shaft, 
each fiber having a proximal end optically connectable to the external 
instruments and a distal end disposed in the distal end zone of the catheter shaft, 
the catheter shaft having at least one distal optical window in an outer surface of 
the distal end zone thereof, the distal end of each optical fiber being so disposed 
within the catheter shaft, and polished at such an angle, as to direct an optical 
beam emitted therefirom through the distal optical window at an angle with 
respect to the longitudinal axis of the catheter shaft, and at an azimuthal angle 
unique to each fiber, and 

an optical multiplexer optically connected to the proximal ends 
of the optical fibers for selectively optically connecting the proximal ends of the 
optical fibers to external instruments. 

1 0. ^•The mtravascular catheter system of Claun 5 wherein the 
working element comprises: 

an elongated flexible outer treatment shaft, introducible through 
a lumen in the catheter shaft from the proximal end zone thereof and capable of 
advancement to the distal end zone thereof, having a proximal end, a distal end, 
and at least one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer 
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treatment shaft and extending substantially the length thereof, having a proximal 
end, a distal end, and at least one lumen therebetween for allowing the 
introduction of a guidewire therethrough or the introduction of the treatment 
shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
inner and outer treatment shafts, introducible through a lumen in the catheter 
shaft from the proximal end thereof and slidable and rotatable over a guide wire 
disposed therein, capable of projecting distally from the distal end of the 
catheter shaft, closable in a flush position for introduction over a guidewire or 
through the lumen and openable to urge ^art tissues of an occlusion after being 
advanced into contact theiewith; 

an external plunger fixed to the inner treatment shaft near the 
proximal end thereof; and 

an external grip fixed to the outer treatment shaft near the 
proximal end thereof; 

whereby the opening members are moved as the plimger is 
advanced or retracted with respect to the grip; and 

. whereby the working element is effectively directable and 
manipulable at the vascular occlusion while the occlusion is optically hn^ed. 

1 1. The intravascular catheter system of Claim 1, wherein the 
catheter shaft comprises: 

furst, second, and third lumina between the proximal and distal 
ends of the catheter shaft; 

a steering apparatus disposed in the first lumen for steering the 
distal end zone of the catheter shaft; 
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an imaging member disposed in the second lumen for acquiiing 
an image of the vessel interior proximate the distal end of the catheter shaft; and 

a working element disposed in the third lumen for treating the 

occlusion; 

whereby the working element is effectively manipulable and 
directable at the vascular occlusion while the occlusion is optically imaged. 

12. The intravascular catheter system of Claim 1 1 , wherein the 
catheter shaft comprises an outer surface, at least one lumen terminating in a 
lateral orifice on an outer surfece of the catheter shaft in the distal end zone 
thereof, and at least one balloon, disposed on an outer surface of the catheter 
shaft in the distal end zone thereof and communicating with the lateral orifice, 
for stabilizing the distal end zone of the catheter shaft within a vessel. 

13. The intravascular catheter system of Claim 1 2, wherein the 
catheter shaft comprises at least one lumen, terminating in an orifice on an outer 
surface of the catheter shaft distal to the balloon, establishing a fluid pathway 
for irrigating an environment of the distal end of the catheter shaft. 

1 4. The intravascular catheter system of Claim 7, wherein the 
catheter shaft comprises: 

an outer surface, at least one lumen terminating in a lateral 
orifice on an outer surfece of the catheter shaft in the distal end zone thereof, at 
least one balloon disposed on an outer surface of the catheter shaft in the distal 
end zone thereof and conununicating with the lateral orifice for stabilizing the 
distal end zone of the catheter shaft within an artery, and 



.29- 



SUBSTITUTE SHEET (RULE 26) 



PCTAJS98/02672 



at least one lumen, terminating in an orifice on an outer surface 
of the catheter shaft distal to the balloon, for irrigating the environment of the 
distal end of the catheter shaft. 

15. The intravascular catheter system of Claim 8 wherein the steering 
apparatus comprises at least one pulling wire, the wire having a distal end fixed 
in the distal end zone of the imaging shaft and a proximal end manipulable from 
the proximal end of the imaging shaft. 

1 6. The intravascular catheter system of Claim 8 wherem the steering 
apparatus comprises at least one pulling wire having a distal end disposed in the 
distal end zone of the catheter shaft and a proximal end manipulable from the 
proximal end of the catheter shaft, for steering the distal end of the catheter 
shaft. 

17. The mtravascular catheter system of Claim 9 wherein the steering 
apparatus comprises at least one elongated flexible steering shaft, disposed in a 
lumen of the catheter shaft, having a proximal end, having a distal end having a 
distal end zone capable of advancement to the distal end zone of the catheter 
shaft, and having at least one pulling wire, the wire having a distal end fixed in 
the distal end zone of the steering shaft and a proximal end manipulable from 
the proximal , end of the steering shaft. 

18. The intravascular catheter system of Claun 9 wherein the steering 
apparatus comprises at least one pullii^ wire having a distal end disposed in the 
distal end zone of the catheter shaft and a proxunal end manipulable from the 
proximal end of the catheter shaft, for steering the distal end of the catheter 
shaft. 

19. The mtravascular catheter system of Claim 1 1, wherein the 
working element comprises: 

•30- 



SUBSTITUTE SHEET (RULE 28) 



wo 99/40853 



PCTAJS98/02672 



an elongated flexible outer treatment shaft, introducible through 
a lumen in the catheter shaft from the proximal end zone thereof and capable of 
advancement to the distal end zone thereof, having a proximal end, a distal end, 
and at least one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer treatment shaft and extending substantially the length 
thereof, having a proximal end, a distal end, and at least one lumen 
therebetween for allowing the mtroduction of a guidewire therethrough or the 
introduction of the treatment shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
iimer and outer treatment shafts, introducible through a limien in the catheter 
shaft from the proximal end thereof and slidable and rotatable over a guide wire 
disposed therein, capable of projecting distally from the distal end of the 
catheter shaft, closable in a flush position for introduction over a guidewire or 
through the lumen and openable to urge apart the tissues of an occlusion after 
being advanced into contact therewith; 

an external plunger fixed to the iimer treatment shaft near the 
proximal end thereof; and 

an external grip fixed to the outer treatment shaft near the 
proximal end thereof; 

whereby the opening members are moved as the plunger is 
advanced or retracted with respect to the grip; and 

whereby the working element is effectively directable and 
manipulable at the vascular occlusion while the occlusion is optically unaged. 
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20. The intravascular catheter system of Claim 1 9 wherein the 
catheter shaft comprises an outer surface, at least one lumen terminating in a 
lateral orifice on an outer surface of the catheter shaft in the distal end zone 
thereof, and at least one baUoon, disposed on an outer surface of the catheter 
shaft in the distal end zone thereof and communicating with the lateral orifice, 
for stabiliang the distal end zone of the catheter shaft within a vessel. 

21 . The intravascular catheter system of Clahn 1 9 wherem the 
catheter shaft comprises at least one lumen, terminating in an orifice on an outer 
surftice of the distal end of the catheter shaft, for inigating the environment of 
the distal end of the catheter shaft. 

22. The intravascular catheter system of Claim 20 wherein the 
catheter shaft comprises at least one lumen, terminating in an orifice on an outer 
surface of the catheter shaft distal to the balloon, for irrigating the environment 
of the distal end of the catheter shaft. 

23. The intravascular catheter system of Claim 8 wherein the catheter 
shaft comprises: 

m outer surfiace, at least one lumen terminating in a lateral 
orifice on an outer surface of the catheter shaft in the distal end zone thereof, at 
least one balloon disposed on an outer surface of the catheter shaft in the distal 
end zone thereof and communicating with the lateral orifice for stabilizing the 
distal end zone of the catheter shaft within an artery; and 

at least one lumen, teiminatmg in an orifice on an outer surface 
of the catheter shaft distal to the balloon, for urigating the envkonment of the 
distal end of the catheter shaft. 
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24. The intravascular catheter system of Clahn 9 wherem the catheter 
shaft comprises: 

an outer surface, at least one lumen terminating in a lateral 
orifice on an outer surface of the catheter shaft in the distal end zone thereof, at 
least one balloon disposed on an outer surface of the catheter shaft in the distal 
end zone thereof and communicating with the lateral orifice for stabilizing the 
distal end zone of the catheter shaft within an artery; and 

at least one lumen, terminating in an orifice on an outer surface 
of the catheter shaft distal to the balloon, for irrigating the environment of the 
distal end of the catheter shaft. 

25. The intravascular catheter system of Claim 10 wherein the 
catheter shaft comprises: 

an outer surface, at least one lumen terminating in a lateral 
orifice on an outer surfece of the catheter shaft in the distal end zone thereof, at 
least one balloon disposed on an outer surface of the catheter shaft in the distal 
end zone thereof and communicating with the lateral orifice for stabilizing the 
distal end zone of the catheter shaft within an artery; and 

at least one lumen, terminating in an orifice on an outer surface 
of the catheter shaft distal to the balloon, for irrigating the environment of the 
distal end of the catheter shaft 

26. The intravascular catheter system of Claim 1 5 wherein the 
working element comprises: 

an elongated flexible outer treatment shaft, introducible through 
a lumen in the catheter shaft from the proximal end zone thereof and capable of 
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advancement to the distal end zone thereof; having a proximal end, a distal end, 
and at least one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer 

treatment shaft and extending substantially the length thereof, having a proximal 
end, a distal end, and at least one lumen therebetween for allowing the 
introduction of a guidewire therethrough or the introduction of the treatment 
shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
inner and outer 

treatment shafts, introducible through a lumen in the catheter shaft from the 
proximal end thereof and slidable and rotatable over a guidewire disposed 
therein, cq>able of projecting distally from the distal end of the catheter shaft, 
closable in a flush position for introduction over a guidewire or through the 
lumen and openable to urge apart the tissues of an occlusion after bemg 
advanced into contact therewith; 

an external plunger fixed to the inner treatment shaft near the 
proximal end thereof; and 

an extemal grip fixed to the outer treatment shaft near the 
proximal end thereof; 

whereby the opening members are moved as the plunger is 
advanced or retracted with respect to the grip; and 

whereby the working element is eflFectively directable and 
manipulable at the vascular occlusion while the occlusion is optically imaged. 

27. The intravascular catheter system of Claim 1 6 wherein the 
working element comprises: 
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an elongated flexible outer treatment shaft, introducible through 

a lumen in the 

catheter shaft from the proximal end zone thereof and capable of advancement 
to the distal end zone thereof, having a proximal end, a distal end, and at least 
one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer treatment shaft and extending substantially the length 
thereof, having a proximal end, a distal end, and at least one lumen 
therebetween for allowing the introduction of a guidewire therethrough or the 
introduction of the treatment shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
inner and outer treatment shafts, introducible through a lumen in the catheter 
shaft from the proximal end thereof and slidable and rotatable over a guide wfre 
disposed therein, capable of projecting distally from the distal end of the 
catheter shaft, closable m a flush position for introduction over a guidewire or 
through the lumen and openable to urge apart the tissues of an occlusion after 
being advanced into contact therewith; 

an external plunger fixed to the inner treatment shaft near the 
proximal end thereof; and 

an external grip fixed to the outer treatment shaft near the 
proximal end thereof, 

v^^ereby the opening members are moved as the plunger is 
advanced or retracted with respect to the grip; and 

wdiereby the working element is effectively directable and 
manipulable at the vascular occlusion while the occlusion is optically imaged. 
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28. The intravascular catheter system of Claim 17 wherein the 
working element comprises: 

an elongated flexible outer treatment shaft, introducible through 
a lumen in the catheter shaft from the proximal end zone thereof and capable of 
advancement to the distal end zone thereof, having a proximal end, a distal end, 
and at least one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer treatment shaft and extending substantially the length 
thereof^ having a proximal end, a distal end, and at least one lumen 
therebetween for allowing the introduction of a guidewire therethrough or the 
introduction of the treatment shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
inner and outer treatment shafts, introducible through a lumen in the catheter 
shaft from the proximal end thereof and slidable and rotatable over a guidewire 
disposed therein, capable of projecting distally from the distal end of the 
catheter shaft, closable in a flush position for introduction over a guidewire or 
through the lumen and openable to urge apart the tissues of an occlusion after 
being advanced into contact therewith; 

•*an external plunger fixed to the inner treatment shaft near the 
proximal end thereof; and 

an external grip fixed to the outer treatment shaft near the 
proximal end thereof; 

whereby the openmg members are moved as the plunger is 
advanced or retracted with respect to the grip; and 

whereby the working element is effectively directable and 
manipulable at the vascular occlusion while the occlusion is optically imaged. 
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29. The intravascular catheter system of Claim 1 8 wherein the 
working element comprises: 

an elongated flexible outer treatment shaft, introducible through 

alumeninthe 

catheter shaft from the proximal end zone thereof and capable of advancement 
to the distal end zone thereof, having a proximal end, a distal end, and at least 
one lumen therebetween; 

an elongated flexible inner treatment shaft disposed within a 
lumen of the outer treatment shaft and extending substantially the length 
thereof, having a proximal end, a distal end, and at least one lumen 
therebetween for allowing the introduction of a guidewire therethrough or the 
introduction of the treatment shafts over a guidewire; 

a plurality of opening members, fixed to the distal ends of the 
inner and outer treatment shafts, introducible through a lumen m the catheter 
shaft from the proximal end thereof and slidable and rotatable over a guidewire 
disposed therein, capable of projecting distally from the distal end of the 
catheter shaft, closable in a flush position for introduction over a guidewire or 
through the lumen and openable to urge apart the tissues of an occlusion after 
being advanced into contact therewith; 

an external plunger fixed to the inner treatment shaft near the 
proximal end thereof; and 

an external grip fixed to the outer treatment shaft near the 
proximal end thereof; 

whereby the opening members are moved as the plunger is 
advanced or retracted mth respect to the grip; and 
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whereby the working element is effectively directable and 
manipulable at the vascular occlusion while the occlusion is optically imaged. 

30. The mtravascular catheter system of Claim 7 wherein the 
5 working element comprises an occlusion crossing wire having distal end 

introducible via the proximal end of the mtravascular catheter system and 
enable of projecting distally from the distal end thereof, and a proximal end 
manipulable from the proximal end zone of the intravascular catheter system. 

10 31. The intravascular catheter system of Claim 8 wherein the 

working element comprises an occlusion crossing wire having distal end 
introducible via the proximal end of the intravascular catheter system and 
capable of projecting distally from the distal end thereof, and a proximal end 
manipulable from the proximal end zone of the intravascular catheter system. 

15 

32. The intravascular catheter system of Claim 9 wherein the 
working element comprises an occlusion crossing wire having distal end 
introducible via the proximal end of the intravascular catheter system and 
capable of projecting distally from the distal end thereof, and a proximal end 

20 manipulable from the proximal end zone of the intravascular catheter system. 

33. The intravascular catheter system of Claim 1 wherein the 
working element comprises an occlusion crossing wire having distal end 
introducible via the proxhnal end of the intravascular catheter system and 

25 capable of projecting distally from the distal end thereof, and a proximal end 

manipulable from the proximal end zone of the intravascular catheter system. 

34. The intravascular catheter system of Claim 1 1 wherein the 
workmg element comprises an occlusion crossing wire having distal end 

30 uitroducible via the proximal end of the intravascular catheter system and 
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capable of projecting distally from the distal end thereof, and a proximal end 
manipulable from the proximal end zone of the intravascular catheter system; 

the catheter shaft comprises an outer surface, at least one lumen 
tenninating in a lateral orifice on an outer surface of the catheter shaft in the 
distal end zone thereof, and at least one balloon, disposed on an outer surface of 
the catheter shaft in the distal end zone thereof and communicating with the 
lateral orifice, for stabilizing the distal end zone of the catheter shaft within a 
vessel; and 

the catheter shaft fiirther comprises at least one lumen, 
terminating in an orifice 

on an outer surface of the distal end zone of the catheter shaft distal to the 
balloon, for irrigating the environment of the distal end zone of the catheter 
shaft. 
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